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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on June 
26, 2009 has been entered. 

Claims 1,2,4, 15-47 are cancelled. Claims 62-86 are new. Per the species 
election of September 25, 2006, Applicant has elected pancreas (and acinar tissue of 
pancreas) as the species to be examined. As such, claims 14, 48-50, 72-75, which are 
not drawn to the elected species, are withdrawn. Further discussion of the withdrawal 
of these claims is discussed below in Claim Objection. 

Claims 3, 5-13, 51-71, 76-86, drawn to a composition consisting of isolated 
pluripotent adult stem cells obtained from acinar tissue of the pancreas, are under 
consideration. 

Claim Objection 

With regard to Applicant's response to the objection of claims 14, 48-50 as being 
directed to non-elected specification. Applicant requests that this objection be held in 
abeyance since upon the allowance of a generic claim. Applicant will be entitled to 
consideration of claims to additional species. In response, to better address this issue. 
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the Examiner lias withdrawn the claims as being drawn to nonelected invention. All 
claims that the examiner holds as not being directed to the elected subject matter are 
withdrawn from further consideration by the examiner in accordance with 37 CFR 
1 .142(b). See MPEP § 821 .01 through § 821 .04. 

Information Disclosure Statement 

Applicant filed an Information Disclosure Statement (IDS) on June 26, 2009. The 
IDS has been considered. 

Withdrawn Rejection 

35 use § 112, Enablement 

Applicant's arguments, see pages 7-9 of Applicant's response, filed June 26, 
2009, with respect to the rejection of claims 3, 5-14, 48-61 have been fully considered 
and are persuasive. Applicant provides a declaration from Dr. Kruse, wherein the 
declaration indicates that pluripotent stem cells can be isolated from pancreatic tissue of 
goats. In response, this is persuasive and the rejection as it applies to this issue is 
withdrawn . With regard to the issue of normal karyotype. Applicant indicates that a 
cytogenetic laboratory Indicates that the cells have a normal karyotype. In response, 
the Examiner had considered this issue and withdrew the rejection as It applied to this 
issue on January 29, 2009, page 5. With regard to the issue of an ES cell marker. 
Applicant indicates that the claimed cells are pluripotent and that the term "pluripotent," 
as used in the specification is defined as equivalent to the "capability to differentiate into 
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cells of all 3 germ layers." In response, this is found persuasive and the requirement to 
demonstrate that the claimed cell show a characteristic of a pluripotent ES cell is 
withdrawn . The rejection of claims 3, 5-14, 48-61 has been withdrawn . 

New Rejections 
Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the Invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 3, 5-1 3, 51 -56, 59, 62-71 , 76-81 , 84 are newly rejected under 35 
U.S.C. 102(b) as being anticipated by Clarke et al., 2000, Science, 288: 1660-1663. 

Clarke et al. teach isolation of a neural stem cell from the adult mouse brain and 
that it can give rise to cells of all germ layers (Clarke et a!., abstract). With regard to the 
cells being a purified culture (i.e., a composition consisting of isolated stem cells), 
Clarke et al. teach that clonal cultures were established (Clarke et al., page 1661, 2nd 
col., 2nd parag.). 

While the instant claims recite a source of the claimed cells, the source provides 
no structural characteristic that distinguishes stem cells from the brain from stem cells 
from gastrointestinal tissue and thus, as far as can be told, Clarke et al.'s cells anticipate 
the claimed invention. 

Thus, the claims are rejected. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not Identically disclosed or described as set 
forth In section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
Invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner In which the Invention was made. 

Claims 3, 5-1 3, 51 -71 , 76-86 are newly reiected under 35 U.S.C. 1 03(a) as being 
unpatentable over Zulewski et al., 2001, Diabetes, 50: 521-533, see IDS, Apte et al., 
1998, Gut, 43: 128-133, see IDS, Pittenger et al., 1999, Science, 284: 143-147. 

Zulewski et al. teach that nestin-positive cells are in localized regions of the ducts 
in exocrine acinar tissue in the rat pancreas and that nestin positive cells are mostly 
devoid of staining for CK19 (a marker of ductal epithelium). Zulewski et al. teach that 
nestin-positive cells in pancreatic ducts and represent stem cells that have not yet 
differentiated into a ductal or endocrine phenotype (Zulewski et al., page 528, 1®' col., 
under Nestin expression is also localized within limited focal regions of pancreatic ducts. 
Figure 6). 

While Zulewski et al. teach the identification of nestin-positive cells in ductal cells 
in acinar tissue of rats, they do not teach that clonal lines were made of the cells. 

Apte et al. teach how to obtain cells from the acini of pancreas (Apte et al., page 
129, 2""^ col. under Isolation and Culture of Pancreatic Stellate Shaped Cells). With 
regard to obtaining a single cell from a mixture of cells, Pittenger et al. provide this 
guidance. Pittenger et al. teach that fibroblastic cells that developed into visible 
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symnnetric colonies 5-7 days after initial plating and that hematopoietic stem cells 
(HSCs) and nonadherent cells were removed with changes in medium. The isolated 
cultured mesenchymal cells comprised a single phenotypic population, as determined 
by flow cytometric analysis (Pittenger et al., page 143, 3"^ col., 3"^ parag. to page 144, 
1^' col., 1^' parag.). 

All of the component parts are taught in Zulewski et al., Apte et al., and Pittenger 
et al. The only difference is the combination of the "old elements" such that a line of 
stem cells from pancreatic acinar tissue is obtained. It would have been obvious to an 
ordinary artisan to make a cell line of the nestin-positive cells in pancreatic acini 
because Zulewski et al. teach that these cells are stem cells. 

Thus, the claims are rejected. 

With regard to the cells having particular characteristics (e.g. able to form 
organoid bodies) (claims 7-13, 55, 65-71, 76, 77, 80), as far as can be told, the cells 
obtained by the teaching of Zulewski et al., Apte et al., and Pittenger et al. would have 
these characteristics. Where, as here, the claimed and prior art products are identical 
or substantially identical, or are produced by identical or substantially identical 
processes, the PTO can require an applicant to prove that the prior art products do not 
necessarily or inherently possess the characteristics of his claimed product. See In re 
Ludtke 441 F.2d 660, 169 USPQ 563 (CCPA 1971). Whether the rejection is based on 
"inherency" under 35 USC 102, or "prima facie obviousness" under 35 USC 103, jointly 
or alternatively, the burden of proof is the same, and its fairness is evidenced by the 
PTO's inability to manufacture products or to obtain and compare prior art products. In 
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re Best, Bolton, and Shaw, 195 USPQ 430, 433 (CCPA 1977) citing In re Brown, 59 
CCPA 1036, 459 F.2d 531, 173 USPQ 685 (1972). 

With regard to the claims being drawn to the cells being human (e.g. claim 57), 
an artisan would have used human pancreatic tissue to obtain nestin-positive cells in 
order to obtain human stem cells. 

Conclusion 

No claims allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joanne Hama, Ph.D. whose telephone number is 571- 
272-291 1 . The examiner can normally be reached Mondays, Tuesdays, Thursdays, 
and Fridays from 9:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Peter Paras, can be reached on 571-272-4517. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to (571 ) 272-0547. 

Patent applicants with problems or questions regarding electronic Images that 
can be viewed In the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
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application serial or patent number, the type of document you are having an image 

problem with, the number of pages and the specific nature of the problem. The Patent 

Electronic Business Center will notify applicants of the resolution of the problem within 

5-7 business days. Applicants can also check PAIR to confirm that the problem has 

been corrected. The USPTO's Patent Electronic Business Center is a complete service 

center supporting all patent business on the Internet. The USPTO's PAIR system 

provides Internet-based access to patent application status and history information. It 

also enables applicants to view the scanned images of their own application file 

folder(s) as well as general patent information available to the public. For all other 

customer support, please call the USPTO Call Center (UCC) at 800-786-9199. 

/Joanne Hama/ 
Primary Examiner 
Art Unit 1632 



